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equivalent to providing the same infor-
mation or documents to the foreign es-
tablishment. 

(3) The foreign establishment or the 
United States agent shall report 
changes in the United States agent’s 
name, address, or phone number to 
FDA within 10-business days of the 
change. 

(c) No device may be imported or of-
fered for import into the United States 
unless it is the subject of a device list-
ing as required under subpart B of this 
part and is manufactured, prepared, 
propagated, compounded, or processed 
at a registered foreign establishment; 
however, this restriction does not 
apply to devices imported or offered for 
import under the investigational use 
provisions of part 812 of this chapter. 

(d) The device establishment reg-
istration and device listing informa-
tion shall be in the English language. 

[66 FR 59160, Nov. 27, 2001, as amended at 77 
FR 45944, Aug. 2, 2012] 

§ 807.41 Identification of importers 
and persons who import or offer for 
import. 

(a) Upon initial registration, annu-
ally, and at the time of any changes, 
each foreign establishment required to 
register and list as provided in 
§ 807.40(a) must, using the FDA elec-
tronic device registration and listing 
system, submit the name, address, tele-
phone and fax numbers, email address, 
and registration number, if any has 
been assigned, of any importer (defined 
in § 807.3(x)) of the establishment’s de-
vices that is known to the foreign es-
tablishment. The foreign establishment 
must also specify which of the estab-
lishment’s listed products each im-
porter receives from the foreign estab-
lishment. 

(b) Upon initial registration, annu-
ally, and at the time of any changes, 
each foreign establishment required to 
register and list as provided in 
§ 807.40(a) must, using the FDA elec-
tronic device registration and listing 
system, submit the name, address, tele-
phone and fax numbers, email address, 
and registration number, if any has 
been assigned, of each person who im-
ports or offers for import the establish-
ment’s devices into the United States. 
The term ‘‘person who imports or of-

fers for import,’’ which is defined in 
§ 807.3(y), includes agents, brokers, or 
other parties used by the foreign estab-
lishment to facilitate the import of its 
device into the United States. 

(c) For each individual or organiza-
tion identified by the foreign establish-
ment under paragraphs (a) and (b) of 
this section, the foreign establishment 
must submit to FDA electronically the 
current FDA premarket submission 
number and any other identifying in-
formation that is known to the estab-
lishment for each device being im-
ported or offered for import by the 
named individuals or organizations. 

[77 FR 45944, Aug. 2, 2012] 

Subpart D—Exemptions 
§ 807.65 Exemptions for device estab-

lishments. 
The following classes of persons are 

exempt from registration in accord-
ance with § 807.20 under the provisions 
of section 510(g)(1), (g)(2), and (g)(3) of 
the act, or because the Commissioner 
of Food and Drugs has found, under 
section 510(g)(5) of the act, that such 
registration is not necessary for the 
protection of the public health. The ex-
emptions in paragraphs (d), (e), (f), and 
(i) of this section are limited to those 
classes of persons located in any State 
as defined in section 201(a)(1) of the 
act. 

(a) A manufacturer of raw materials 
or components to be used in the manu-
facture or assembly of a device who 
would otherwise not be required to reg-
ister under the provisions of this part. 

(b) A manufacturer of devices to be 
used solely for veterinary purposes. 

(c) A manufacturer of general pur-
pose articles such as chemical reagents 
or laboratory equipment whose uses 
are generally known by persons trained 
in their use and which are not labeled 
or promoted for medical uses. 

(d) Licensed practitioners, including 
physicians, dentists, and optometrists, 
who manufacture or otherwise alter de-
vices solely for use in their practice. 

(e) Pharmacies, surgical supply out-
lets, or other similar retail establish-
ments making final delivery or sale to 
the ultimate user. This exemption also 
applies to a pharmacy or other similar 
retail establishment that purchases a 
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